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CERTIFICATE
No. 211100B0/058417

THIS IS TO CERTIFY THAT: the seal of Jining Orodeka
Medical Equipment Co., Itd on the annexed DOJUVENT is
genuine.

China Coimc
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L n
Authorized
Signature;

bilr 20217097090
(Date: Sep. 09, 2021)

i iHilh Website for verifying the certificate: http;//ww. rzccpit. con/validate. htral
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«YTBEPXOAKO» / “APPROVE”
Jining Orodeka Medical Equipment Co., Ltd

OunpekTtop/Director
t

(ZomkHocTB/position)
TeaH Xyn daHr/Hui Fang Ttan

ature)
| /Stamp

VHCTPYKUMSI NO MCMO/Tb30BaHWIO

Instructions for use

MHCprMeHTbI cTomMaTto/siorn4yeckume ansa KOpHeBbIX KaHa/10B

npon3BoAcTBa
xnHnHr Opogeka Meamkan Okyp nveHT Ko., N1ta, Kutai

Dental root canal instruments
produced by
Jining Orodeka Medical Equipment Co., Ltd, China

ft
West 15 floor, Xinchengfazhan East Building Beihu District Jining Shandong,
China

Bepcusa 1.2

2021 .
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KoHcynbckuii otgen MoconbcTBa Poccuiickoii ®epepaummn
8 KHP ygocToBepsieT NOANMHHOCTb NpeacTosLwein nognmcu
1 neyvatn KoHcynbckoro genaptameHta MAL KHP

TMCTPALMOHHBIA HOMep
tilaTjLtjj{ J 202/
[onosaHb M.B.



D
[NponssoguTens:

NHopmayms o npoussoanTene

Jining Orodeka Medical Equipment Co., Ltd (IxuHuHr Opogeka Meavkan 3kyunmeHT Ko.,

Nta, Kutai)

Anpec: Kutain, West 15 floor, Xinchengfazhan East Building Beihu District Jining Shandong,

China

TeneoH:15115258995
®akc:0537-28522017

MouToBbIV MHAEKC: 272000
KoHTakTHOe nnuo: ThaH Xyn ®PaHr
MecTto npowussoacTea: 272000, Kutait, West 15 floor, Xinchengfazhan East Building Beihu
District Jining Shandong, China
WHdopmaums 06 ynonHoMmoueHHOM npeacTtasuTenie EBponelickoro Cotosa:
HWJT OPOLEKA (ORODEKA)
KoHTakTHOe nnuo: 3tTope Lerrn
Agpec: Bua ®parennn Poccennm, 12 50063, ®unmvHa 3 WMHumza BanpgapHo, (MposuHUMA
dnopeHums) Utanus
TenedgoH: 0039-0558336643
®AKC: 0039-0558336643
E-mail: Scheggi@my.com
MHpopmayms 06 ynonHOMOYeHHOM npefcTasuTene B PO:

WM Mywtapees

Aipat Jlyncoswnu,

450105, Poccus, pecny6nvka bawkopToctaH, r. Yia, yn. bassuta bukbas, gom 23, kopnyc 2,

KB. 113

2)

HanmeHoBaHMe MeAULMHCKOIO U3aenmsa:

VIHCTpyMeHTbI cToMaToiornyeckme ana KopHesbix KaHaioB ORODEKA PLEX
BapunaHTbl UCNONHEHUSA:
WHCTpYyMeHTbI cTOMAaTo/IorMyeckune A/

NCNOMHEHNS:
1 WHCTpyMeHT
anvHa 19, 4 wr.
2. VIHCTpyMeHT
AnvHa 21, 4 wr.
3. VIHCTpyMeHT
ANnHa 25, 4 wr.
4. IHCTpYyMeHT
ANnHa 28, 4 wr.
5. VIHCTpyMeHT
AnnHa 31, 4 wr.
6. VIHCTpymMeHT
anvHa 21, 4 wr.
7. VIHCTpyMeHT
AnvHa 25, 4 wWr.
8. NHCTpyMeHT
ANnHa 28, 4 wWr.
9. VIHCTpyMeHT
AnnHa 31, 4 wr.

CTOMATOMOrMYECKNA Ans
B YMaKOBKe.
CTOMAaTO/0rNYeCKNin Ans
B YMaKOBKE.
CTOMAaTO/I0rNYecKnin ans
B YMaKOBKe.
CTOMaTO/0rnyecknii ans
B YMaKOBKe.
CTOMAaTO/I0rMYeCKNin Ans
B YMaKOBKE.
CTOMATO/ornyecknii ans
B YMaKOBKe.
CTOMAaTO/I0rNYecKnin ans
B YMaKOBKe.
CTOMAaTO/IOrMYECKNin Ans
B YMaKOBKE.
CTOMATO/ornyecknii ans
B YMaKOBKe.

KOPHEBLIX

KOPHEBbLIX

KOPHEBBLIX

KOPHEBbIX

KOPHEBbLIX

KOPHEBbIX

KOPHEBBLIX

KOPHEBBLIX

KOPHEBBLIX

KOPHEBBLIX

kaHanoB ORODEKA PLEX, BapuaHTbl

kaHanoB ORODEKA PLEX,

kaHanoB ORODEKA

kaHanoB ORODEKA

KaHanoB ORODEKA

kaHanoB ORODEKA

KaHanoB ORODEKA

kaHanoB ORODEKA

kaHanoB ORODEKA

KaHanoB ORODEKA

PLEX,
PLEX,
PLEX,
PLEX,
PLEX,
PLEX,
PLEX,

PLEX,

pasmep PO,
pasmep VI,
pasmep VI,
pasmep VI,
pasmep VI,
pasmep V2,
pasmep V2,
pasmep V2,

pasmep V2,

10. VIHCTpPYMEHT CTOMAaTONOrMyecKnin Ana KopHesbiX KaHanos ORODEKA PLEX, pa3vep V3,

AnnHa 21, 4 wr.

B YMaKOBKE.

11. VIHCTPYMEHT CTOMaTONOrMyecknin ans KopHesbiX KaHasioB ORODEKA PLEX, pa3vep V3,

ANnHa 25, 4 wr.

B YMaKOBKe.
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12. 'HCTPYMEHT CTOMAaTONOrMYEeCKNiA ANs KopHeBbIX KaHanoB ORODEKA PLEX, pasmep V3,
[NMHa 28, 4 WT. B YNaKOBKe.
13. VIHCTpYMEHT CTOMaTONOrnyecknin ana KopHeBbiX KaHanos ORODEKA PLEX, pa3vep V3,
AnnHa 31,4 WT. B yNakoBKe.
14. VIHCTPYMEHT CTOMaTONOrMYecKnin aAna KopHeBbiX KaHanoB ORODEKA PLEX, pa3vep V4,
ANvHa 21, 4 WT. B yNaKOBKe.
15. VIHCTPYMEHT CTOMaTONOrMYecknin ana KopHesbiX KaHanoB ORODEKA PLEX, pasmvep \4,
[NNHA 25, 4 WT. B YNaKOBKe.
16. VIHCTpYMEHT CTOMAaTONOrMYecknin ans KopHeBbiX KaHanos ORODEKA PLEX, pasvep V4,
ANnHa 28, 4 LWT. B YNaKOBKE.
17. VIHCTPYMEHT CTOMaTONOrMYecknin ans KopHesbiX KaHasioB ORODEKA PLEX, pasvep V4,
AnvHa 31, 4 WT. B yNakoBKe.
18. VIHCTPYMEHT CTOMAaTONIOrMYecKmin ans KopHesbiX KaHanoB ORODEKA PLEX, pasmep V5,
ANnHa 21, 4 WT. B yNaKOBKe.
19. 'HCTpYMEHT CTOMATONOrMYecKnin Ana KopHeBbiX kaHanoB ORODEKA PLEX, pasmep V5,
ANNHA 25, 4 WT. B YNaKOBKe.
20. VIHCTpPYMEHT CTOMATO/IONMYeCcKniA Ans KopHeBbIx kaHanoB ORODEKA PLEX, pasmep V5,
[NNHA 28, 4 WIT. B YNaKOBKe.
21. 'HCTpPYMEHT CTOMATONOrMYeckunii gns KopHesbix KaHanoB ORODEKA PLEX, pasmep V5,
AnnHa 31,4 WT. B yNakoBKe.
22. VIHCTpPYMEHT CTOMAaTO/IOrnyecknini ana KopHeBbix kaHanos ORODEKA PLEX, pasmep V6,
ANnHa 21,4 WT. B yNaKoBKe.
23. VIHCTPYMEHT CTOMAaTO/MOrMyecknin Ans KopHeBbix KaHanos ORODEKA PLEX, pa3vep V6,
[ANvHa 25, 4 WT. B YyNaKOBKe.
24. VIHCTPYMEHT CTOMATO/IOMMYeCKnin ans KopHeBbiX kaHanioB ORODEKA PLEX, pasmep V6,
LNVHa 28, 4 WT. B yNaKOBKE.
25. VIHCTPYMEHT CTOMATONOMMYEeCcKUin ans KopHeBbiX KaHanoB ORODEKA PEEXpa3svep V6,
AnnHa 31,4 WT. B YNaKOBKe.
26. VIHCTpYMeHT cToMaTonormyecknii ans KopHesbix kaHanos ORODEKA PLEX, pasmep V8,
ANnHa 21,4 WT. B YNaKOBKE.
27. VIHCTPYMEHT CTOMAaTONOrMYecKnii Ans KopHeBbix KaHanos ORODEKA PLEX, pa3vep V8,
[ANMHa 25, 4 WT. B yNakoBKe.
28. IHCTPYMEHT CTOMAaTO/IOrMYecknin anst KopHeBbIX KaHanos ORODEKA PLEX, pasmep V8,
[NVHa 28, 4 LWT. B YNaKoBKe.
29. VIHCTpYMeHT cTOMaTonormyecknii ans KopHesbix kaHanos ORODEKA PLEX, pasmep V8,
AnvHa 31, 4 WT. B yNakoBKe.
30. VIHCTpPYMEHT CTOMAaTONOrMYecKnii ans KopHeBbiX kaHanoB ORODEKA PLEX, pasvep B1,
ANMHa 21, 4 WT. B yNakoBKe.
31. VIHCTPYMEHT CTOMaTO/IOMMYeCKnin ansi KopHeBbIX KaHanoB ORODEKA PLEX, pasmep Bl,
[NnHa 25, 4 WIT. B YNaKOBKe.
32. VIHCTPYMEHT CTOMAaTONOrMYecKnii ans KopHeBbIX kaHanoB ORODEKA PLEX” pasmep Bl,
[NNHa 28, 4 LWIT. B yNakoBKe.
33. VIHCTPYMEHT CTOMAaTONOrnyecknii ans KopHeBbiX kaHanoB ORODEKA PLEX, pasmep B1,
AnnHa 31,4 WT. B YNaKOBKe.
34. VIHCTPYMEHT CTOMAaTO/IOMMYeCKnin ansi KopHeBbIX KaHanoB ORODEKA PLEX, pasmep B2,
[NnHa 21,4 WT. B YNaKOBKE.
35. VIHCTpPYMEHT CTOMaTONOrnyecknii ans KopHeBbix kaHanoB ORODEKA PLEX, pasmep B2,
ANMHA 25, 4 WT. B YNaKOBKE.
36. VIHCTpYMEHT CTOMAaTONOrnyecknin Ans KopHeBbIx kaHanos ORODEKA PLEX, pasmep B2,
[NNHA 28, 4 WT. B YNaKOBKe.
37. VIHCTPYMEHT CTOMAaTOMNorMYecknii ans KopHesbix KaHanoB ORODEKA PLEX, pa3mep B2,
AnnHa 31,4 WT. B yNakoBKe.
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38. MucTpymMeHT cTOMaToNnormyeckuii Juis xopaeBrix kaHanoB ORODEKA PLEX, pasmep B4,
UIAHA 21, 4 T, B YIAKOBKE.

39. MacTpyMeHT cTOMaTonormyeckuii Juis xopHeBrIX kaHaioB ORODEKA PLEX, pasmep B4,
AnvHa 23, 4 mT. B ynakoBke.

40. MactpymenT croMaronorndeckuit ama kopresbix kaHaioB ORODEKA PLEX, pasmep B4,
JHa 28, 4 T, B YOAKOBKeE.

41. MHCTpYMEHT CTOMATONOIHICCKHH i kopHeBwIX Kanaios ORODEKA PLEX, pasmep B4,
imna 31, 4 mT. B ynakosxe. ‘

3) KaaccHpuranug MeAHUHECKOr0 HIAC/IRN

B cooTeeTcTBMM ¢ mnpeanonaracéMblM MCIOJNB3OBAHHEM MPOAYKTA BCE XHPYPrUYECKHE
MHBA3HBHEIC HHCTPYMEHTH, HCIONB3YEMBIE MOMEHTalbHO corfiacHo [Ipunowxenmio IX
MDD93/42/EEC, nomxHs! 66ITh KaccHpHIMpoBaHEI Kak xiacc lla.

4) Haszuzagenne MeARIHHCKOIO H3CTHS
HHCTPYMEHTR! CTOMATONOrM4ecKUe IS KOPHEBBIX KAHAJIOB HPHCOSHMHAIOTCE K YIVIOBOMY

HAKOHCYHHKY ¥ NIPCIHASHAYCHB IJIM OYHIICHHA H ¢OPNKPOBQHM KOpHEBOr'0 KaHana mnps €ro
JICHCHUH.

3) IloxkazaHAY H NPOTHBONOKAIAHAN K NIPHMEHEHHIO

Ilokazanun:

Ounimenue 1 hopMupoBaHUE KOPHEBOTO KaHANA NPK €ro JIEYeHHN,

IIporHBONOKa3aHNUA:

Kax m Bce HHCTPYMCHTH € MCXaHAYCCKMM INIPHBOJIOM, IIpeAHA3HAYeHHBE JUIA JNeYeHHA
KopueBoro kanana, npoussoacTsa ORODEKA PLEX He AoMKHBI MCNONB30BATECA B ClyHasX
PE3KUX H CHIbHBIX AITMKANBHLIX HCKPHBJICHAN H3-32 NOBHIIICHHOTO PUCKA MONOMKH.

Kax n B ciyuae co BceMM HOBBIMH NIPOAYKTaMH, HEOOXORHMO CODJIOAATH OCTOPOXKHOCTH, NOKa
YPOBCHb HCIIONB3OBAHHA HE yayuinurcs, Mamepenmne mmmel oOf3areibHO Ans oOecnedcHHA
HajiNexkamero KOHTpONS ¢ MOMOilbio JuoGoro Bpamalomerocs WIH PYyYHOro HWHCTPYMEHTA.
Hcnonp3oBaHUE PEHTTEHOIPAMM B aNICKCJIOKATOPa — ABJSIOTCA ABYMA TPHEMIICMBIMH METOAAMH
OTpe/ICNCHUA JUIHHBL.

JTh MHCTPYMEHTHI JO/DKHES UCTIOIBIOBATECS TONBLKO B KIMHWYECKOH WM OoNbHWYHON cpene
KBANHGUIHPOBAHHBIM NEPCOHAIOM, NMPOLISANINM XOPOIIYIO CTOMATONOMHYECKYIO TPakTHKY (C
HCHOJIB30BaHHEM MEPYATOK, OYKOB, Kodbdepaama n T. 4.). .

5) IlpornsonoxazaHus

Kax #m BCc HHCTPYMEHTBl C MCXAHHHYCCKHM NPHBOROM, NpeAHA3HAYCHHBIC MM JNCYCHHA
KopHesoro kaHana, npoussosictea ORODEKA PLEX me fomxHW MCHONL30BATHCA B CIYYasX
PE3KAX H CHIBHBIX ANIHKAIGHBIX HCKPHB/ICHHHA H3-332 NOBHIUCHHOIO PACKA NOJOMKH.

Kak u B cilyuae co BceMH HOBHIMH MPOAYKTaMH, HCOGXOMHMO co0monaTh OCTOPOXKHOCTS, NOKA
YPOBEHb MCMIONb30BAHUA HE ynyummHTca. M3Mepenne UTHHB 00f3aTenbHO Mg obecneveHns
HAIJIEKAUEro KOHTPOAs ¢ MOMOIBIO JIOOOro BpamIAloMIErocs WM PYYMHOIO HHCTPYMEHTa.
Hcnonb3oBakne peHTreROrpaMM H anekcIoKaTopa — ABAAIOTCS ABYMS HPHEMIIEMBIMH METORAMH
onpejie/lcHUs JTHHEL

OTH MHCTPYMEHTH] AOMKHLI MCHONL3OBATECH TONEKO B KiHH#Ueckod uim GoiLHUMHONA cpene
KBARQHHHPOBAHHKIM TIEPCOHAIOM, NPOWIEAIIHM XOPOIYIO CTOMATONOTHYCCKYIO MPaKTHKY (c
HCTIONL30BaHMEM NEPIaTOK, 09KOB, Kopdenaama u T. 1.).

6) Mepr npeaocTopoEBOCTR

XoTA MBIl BHEAPWIH MEpPH IIPOTHB BO3MOXHOIO HEMPABWIBHOTO HCIIOJNB3OBAHHA, HEOGX0ANMO
TIOMHHTBH HECKOMBKO BAKHEIX MOMEHTOB:
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1. JIns ucnonb3oBaHus Bpammaiomerocs dajina TpebyeTca HU3KOCKOPOCTHON HAKOHEUHHK,
2. Hcnoan3osarh HAKOHEYHUK MPH CKOPOCTH He MeHee 300 o6/mun (060poTOB B MHHYTY)

ORODEKA PLEX

Pasmep ¢aitna

). MnCTpyMenT CTOMaTOnoru4eckuii Ana KOpHEBLIX
ORODEKA PLEX, pa3uep PO, anuna 19
2. HMuctpyMenT croMmaTonorudeckuii ana KOpHEBBIX
ORODEKA PLEX, pa3uep V1, aauna 2|
3. MuctpymenT cromatonornuecknii ana kopHeBmix
ORODEKA PLEX, pasuep VI, anuua 25
. KnctpymenT croMaTosorHuecknii ANA  KOpHEBBIX
RODEKA PLEX, pazuep V1, anunxa 28
. JAHCTpYMEHT CTOMAaTONOrHYeCKHi NN  KOPHEBLIX
RODEKA PLEX, pasuep V1, anuna 31
. MNCTpYyMeHT croMaTonorudeckuii AN KOpPHEBBIX
RODEKA PLEX, paimep V2, anuna 21
. MHcTpyMeHT cTOMAaTONOrH4YCeCKMil ANA  KOPHEBBIX
RODEKA PLEX, paimep V2, anuna 25
. MHCTpYMEHT CTOMATONOTMHECKHA ANA  KOPHEBLIX
RODEKA PLEX, paimep V2, anuna 28
HHCTpYMEHT CTOMBTONOrMuECKHH ANA  KOPHEBLIX
ORODEKA PLEX, pa3sep V2, anuna 31
10. HucTtpyMeHT CTOMATONOrHMMCCKHA ANA KOPHEBBIX
IORODEKA PLEX, pa3mep V3, annna 2!
11. MHCTpyMeHT CTOMATONOTHHECKHA NN XOPHERLIX
IORODEKA PLEX, paiuep V3, anuna 25
12. MIHCTpYMCHT CTOMATONOrMMECKHH ANA KOPHEBGLIX
JORODEKA PLEX, pazmep V3, anuna 28
3. HncrpymeHT CTOMATONOTHMECKHA AN XOPHEBBIX
IORODEKA PLEX, pasmep V3, mnna 31
14, HuctpymeHr cromaTonornuecknil min  KopHesbix
IORODEKA PLEX, paimep V4, nnna 21
15, Hucrpyment cromaTonornvyecknil onn KOpHeBbIX
IORODEKA PLEX, pasmep V4, annna 25
16. MIHCTpYMEHT CTOMATONAOIAYSCKHA INA KOpHEBHIX
IORODEKA PLEX, paimep V4, anuna 28

WHCTpYMEHT CTOMATONOTHYECKHH IS KOpHEBRIX
RODEKA PLEX, pasmep V5, umua 28

. WHCTpyMeHT cTOMaTonorHYeckHl NS KODHEBbIX
ODEKA PLEX, pasmep V5, nnuna 31
. MHCTpyMenT cTOMaTOnOrMuecKHi IS KODHCBBIX KaHs
RODEKA PLEX, paimep V6, nmna 21
. UHCTpYMEHT CTOMATONOTHYECKHH A KOPHEBBIX
ODEKA PLEX, pasmep V6, nmuna 25
. VHCTpYMEHT CTOMATONOTHYECKHH IR KOPHEBMX

KOPHEBMX

KOPHEBBIX
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29. WHCTpYMEHT CTOMAaTOMOrMYeCKWUin A1 KOPHEBbIX KaHa/IoB
ORODEKA PLEX, pa3vep V8, gfivHa 31
30. WHcTpymeHT cTomaTono! nueckuii AN KOPHEBbIX KaHasioB
ORODEKA PLEX, pa3svep B1, gfimHa 21
31. WHCTpYMEHT CTOMAaTONOMMYECKUn [N KOPHEBbLIX KaHa/oB
ORODEKA PLEX, pa3mep B1, gnivHa 25
32. HCTpYMEHT CTOMAaTOMIOrMYecKUin [1  KOPHEBbIX KaHa/IoB
ORODEKA PLEX, pa3vep B1, anuHa 28
33. VIHCTpYMEHT CTOMATO/IONMYECKNIA [/19 KOPHEBbLIX KaHa/10B
ORODEKA PLEX, pa3mep B1, giivHa 31
34. WNHCTpYMEHT CTOMAaTONOMMYECKWUin [N KOPHEBbIX KaHasoB
ORODEKA PLEX, pa3wvep B2, gnvHa 21
35. VIHe3pyMeHT CTOMATOMOrMYecKuiAi AN KOPHEBbIX KaHa/loB
ORODEKA P1.EX, pasvep B2, annHa 25
36. WHCTpyMeHT CTOMATOMOrMYECKMA ;LA KOPHEBLIX KaHa/10B
ORODEKA PLEX, pasvep B2, gnvHa 28
37. WHCTpyMeHT CTOMATO/IOrMYeCcKUiA A9 KOPHEBbIX KaHa/IoB
ORODEKA PLEX, pa3mep B2, gnvHa 31
38. VIHCTPYMEHT CTOMAaTOMOrMMYECcKNiA AN KOPHEBbIX KaHas0B
ORODEKA PLEX, pa3vep B4, gnvHa 21
39. VIHCTpYMEHT CTOMATO/MIONMYECKMA AN KOPHEBLIX KaHa/0B
ORODEKA PLEX, pa3mep B4, anvnHa 25
40. VIHCTpYMEHT CTOMATOMorMyeckuii Ansi KOPHEBbIX KaHa/IoB
ORODEKA PLEX, pasmep B4, onnHa 28
41, VIHCTpYMEHT CTOMATOMorMyeckuii Ans KOPHEBbIX KaHasoB
ORODEKA PLEX, pa3wvep B4, gnvHa 31

CmoTpute TpeboBaHMA K [BUraTento U Yr7I0BOMY HakKOHEYHWKY B COOTBETCTBUM CO

cneyugrKaLmein nponssoguTens.

3) Mpsamoin pocTyn sABNSeTCA 06s3aTeNlbHbIM YCI0BMEM NPaBU/IbHON 06pPabOTKN KOPHEBLIX
KaHanos, aiinibl ORODEKA PLEX He SBNAKOTCA UCK/OUYEHNEM.,

4) Bcerga wvcnonb3yite MUWHUMaTbHOE anukaibHOe [aBfieHVe. Hu B KOemM cfyyae He
NpPUMeHsATe cuny NPOABMras gain BHU3 Mo KaHay.

5) PerynspHo 4icTUTe KPOMKW KaHaBKM BO BpPeMsi paboTbl C MHCTPYMEHTOM, NPOBEPss MX Ha
Ha/Muve MPU3HAKOB fedopmauuy WAM WU3HOCA, TakMe KakK HEepOBHblE KPOMKU KaHaBKM,
TYCK/ble NATHA.

6) PerynapHo npoMblBaiiTe KaHa/j Ha MPOTSHXKEHUW BCEN Npoueaypbl, Kak MUHUMYM Mocre
MCMNO/b30BaHWS KaXKOro (haina.

7) 'HCTpYMEHTbI [O/KHbI MAacCMBHO MPOXOAWTL MO KaHally Ha pabouyto AAvHY, a 3aTeM KX
Heob6XoAMMO M3BMeKaTb. UT0ObI YNyULWNTb Le MeXaHU4YeCKON NOArOTOBKM, UCMOMb3YiTe
no60oin nHctpymeHT ORODEKA PLEX TonbKo 04uH pa3 1 He 60/1ee OAHOW CEKYHAbI, YTOObI
136exaTb 3aK/IMHNBaHNE UHCTPYMEHTA.

8) CobntofaiiTe OCTOPOXXHOCTL B anvkaibHO 06/1acTy 1 BO3/e Pe3KMX U3rmbos.

9) MNpn 06paboTKe KaHana, BblOMpPaTe WHCTPYMEHTbI COOTBETCTBYHOLLErO pasMepa, TaK Kak
BbIOOP CAMLIKOM  60MbLIOrO  (haliia MOXeT MpPMBECTM K  OMacHOMY 4Ype3MepHOMY
paclUMPEHNO KOPOHKOBOM YacTU Y3KMX KOPHEBbIX KaHanoB. Kpome TOro, CAULLKOM
60/bLLOIN pa3mep haiina yBenmumnBaeT PUCK NONOMKIM (hainnos.

7) TMob6ouHble 3hheKThbl
He oTmeyvanocsb.

8) OnwucaHne MegMLMHCKOro n3genns

1.  Knaccudgmkauma npogykra:

Knaccnimkaumsa npogykra:

[na ueneil HacToALLEro JOKYMeHTa CTOMATO/IOrMYecKne NHCTPYMEHTbI 1S KOPHEBbIX KaHas10B
FaccuduumpyoTca B COOTBETCTBMM C pa3MepoM, KOHYCOM pasmepa W A/IMHOM HaKOHEYHMKA.
O603HaveHre | PacwundgpoBka OnunHa, Mm
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Pasmep KoHyc, %

PO 015 08 19
Vi 015 03 21
015 03 25
015 03 28
015 03 31
V2 020 04 21
020 04 25
020 04 28
020 04 31
V3 025 06 21
025 06 25
025 06 28
025 06 31
V4 030 04 21
030 04 25
030 04 28
030 04 31
V5 035 04 21
035 04 25
035 04 28
035 04 31
V6 040 04 21
040 04 25
040 04 28
040 04 31
V8 050 04 21
050 04 25
050 04 28
050 04 31
B1 020 05 21
020 05 25
020 05 28
020 05 31
B2 025 04 21
025 04 25
025 04 28
025 04 31
B4 030 06 21
030 06 25
030 06 28
030 06 31
npumMeYaHue:

A66pesnaTypa PO ~3TOT pasmep WHCTPYMeEHTa UCMONb3YeTCs
BpayaMu 415 OTKPbITUS yCTbs KaHana 3y6a

A6GpeBnaTypa V - oT aHramiickoro Volume (o6bem, pasmep)
3TOT pasmMep MWHCTPYMeEHTa WCNoMb3yeTCs Bpayamu As
CO34aHNs  OMpefieNeHHOro obbeMa BHYTPUM KOpHA 3yba, Ans
MocneayHoLLEro 3anoaHeHNs ero NIOMOMPOBOYHBIM MaTePUaTIOM.
Ab6bpesmaTypa B 0T aHrmiickoro Between (Me>kay) 3TO
MPOME>KY T OYHbIE (haiinbl, Me>kay aiinamm Tuna V.
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9 CocraB n cneundHKANHS HHCTPYMCHTOB CTOMATOJIOrHYUECKHX AN KOPHEBLIX
KAanaNoB
9.1 CroMaTonorudeckse HHCTPYMEHTEI JUIX KODHEBBIX KaHaNoB COCTOST H3 pabouero JneMenTa,
CTepXHA U OFPaHHIHTENA.
9.1.1 PaGouuit anemeHT .
YacTh HHCTPYMEHTa /U KOPHEBOTO KaHANA ¢ aKTHBHOH peyllel MOBEPXHOCTHIO BLINONIHEHA U3
HHKeIb-THTAHOBOTO CIUIaBa.
I. Crepxens
YacTh CTOMATONOTHYMECKOTO MHCTPYMEHTa JUIA KODHEBOTO KaHajla, COCJHHCHHas ¢
HaKOHEYHHKOM, H3NOTOR/IEHA H3 HepXkaBelomeil crTanu.

1.  Orpanuumrens
YacTs MEXAY CTEPKHEM HHCTPYMENTa H paboueii 4acThio BHIIOIHEHA H3 CHIIMKOHOBON pe3nHbl.
9.1.2 O6o3naveHne pasMepa HA HHCTPYMCEHTE:
YxazaHHbiH pasMep HHCTPYMEHTa A0/keH OLITh NpeAcTaBNeH B BUAC "xxx yy", rae "xxx" -
onpenenenue auamertpa (10.2), a "yy" onpeaenenne xoHyca(3).
9.1.3 OGoanauenne AHaMETpa U AMAMETPHI
YacTs AMaMeTpa 3Haxa crenWHKAURH JOMKHA MCMONb30BaTbcs Xak 3Hak dl B (Tabmumua
OnKucaHuA NpoAykra 1, Tabnnua 2).
9.1.4 O6o3nauenne KOHyca
O6o3nauenne pasMepHOH YacTH KOHyCa IO/MKHO OBITh yKa3aHO B pasMepax.
MPUMEYAHHUE 1 Ecnn xonyc 3% (0.03 MM Ha MUIIBEMETp JUIMHET), oBo3HaYelHne koryca "03"
[TPUMEYMAHMUE 2. Ecmm xonyc pasen 9% (0.09 MM Ha MunnmMeTp AanHsi), obo3nauenue
xo“yca Ilw"'
9.2CocTaB H cnetiMpuKauns HHCTPYMEHTOB CTOMATONOFU4MECKHNX VIS KOPHEBBIX KaHanoB
(Yeprex npoAyKiHuu ykaszan Ha pucynke 1)
9.2.1 KoHCTpyKnHA HHCTPYMEHTOB KOHYCHO#H (opMBl

.4

Pucynorx 1 - uncmpymenm xonycnoii ghopmot
le- 19,21, 25, 28 unn 31 MM,

Tabauya ! - Obosnavenue paimepos, 2a6apumoe u y8emog ONR UNCHIPYMEHMOB KOHYCHOU
dopmw. 3%,4%,5%,6%6)

oMERRILAL tl':‘ [z, Mm E:::emnmhs. MM Eo::emnmt." ll.‘. MM m:en

15 1,5 [ +xonyc * lzr0.02 d; +xoHyc * 13|10.02 oHyc:
%, 4%, Genvii

0 0k c * 10.02 d +konyc ¥ 1510.02 3 p% 6 i ]
25 5 dy +xomyc * b£0.02 d) +xonyc * 1002 0 16% Loachui |
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030 3,0 di +KOHYC * b*o.02 d| +KOHVC * 13£0.02 05 rony6oi
035 3,5  di +KOHYC * I2:0.02 di +KoHyC * bzo.02 3eMeHblit
040 4,0 di +koHvVC * 1240.02 dl +KOHYC * 13£0.02 YepHbIi
050 50  di +KOHVC * b +0.02 di +KOHVC * 13+0.02 XKeNTbIl

10) lMowarosasd MHCTpPYKLUKA
OpHopasoBble MHCTPYMEHTLI, NpeaHa3HayYeHbl 418 UCNob30BaHUS NNLWb C OAHUM MauyeHTOM.

Mepep 1Ucnonb3oBaHWEM (haiiibl HEO6XOAMMO NPOCTEPUNN30BaATbL.(CM.N. CTepunnsaums) A
TexHMKa 00paboTKM "KpayH-fayH" - MpeanoyTUTeNbHbIA MeTo4 AN BpallatoLlmxcs
WNHCTPYMEHTOB.

» Ob6ecneybTe NPSAMOI LOCTYN K YCTbIO KaHa/a.

* B npucytcTBMM BSI3KOrO Xenatopa MaccMBHO MpoBeauTe 06CnefoBaHMe KOPOHKOBbLIX 2/3
MpyM MCNOMb30BaHUM pPy4HbIX (ainnos 10 M 15 pasmepa. AKKypaTHO paboTaiite 3TUMWK
WHCTPYMEHTaMW [0 TeX Mop, Noka He OyaeT noATBepXAeHa rNajkas, BOCMPOM3BOAMMAN
"KOBpOBas [0pOXKa".

»  OnpegenuTe pabouyto AMHY, NOATBEPAMTE NPOXOAMMOCTb U NPOBEPbTE HA/IMYME MNABHOM
BOCMPOM3BOAMMON "KOBPOBOM JOPOXKM" B anuKa/ibHOW 1/3 yacTw.

e Vicnonb3yitTe nogxopswime pasMepbl MHCTPYMEHTOB C HU3KOCKOPOCTHbIM HaKOHEYHMKOM
6opMaLLVHbI C 3DHEKTOM COCKabnmBaHusl, NoOKa He 6yaeT AOCTUTHYTa paboyas AnHa.

» T[loaTeepaute pabouyyro AMHY, OPOCUTE, MPU CUIbHO W3OTHYTLIX KaHanax, MoBTopuTe
npouesypy.

12) Ctepunusauuns

VHCTPYMEHTbI NOCTaBNAKTCH HECTEPUIBHBIMM.

WHCTpYKUMS NO CTepun3aumn:

e [lpomoiiTe NHCTPYMEHTbI TEMN/ION BOAOW C MbI/IOM

e TuwartenbHO NPOMONTE ANCTUINPOBAHHON UM AEMOHM30BAHHON BOAOM

*  BbiCywmnTb Ha BO3gyXxe

e T1oNOXMNTb MHCTPYMEHTbI HE3anaKoBaHHbIMY B TOTOK aBTOK/IaBa

*  Vcnonb3oBaTb HEOOXOAMMO TOMBbKO AUCTUNIMPOBAHHYHO UW AEVOHN30BAHHYHO BOLY
*  CrepunnsosaTb NapoM B aBTOKMaBe npu 134 °C B TeYEHUN 6 MUHYT.

13) KoMmnneKTHOCIb

WHCTpYyMeHTbI cToMaTonormnyeckme ans kopHesbixX kaHanioB ORODEKA PLEX noctaBnatoTcs B
CleflytoLLein KoMMNeKTaumm:

1 VIHCTpYyMeHTbI cTOMaTonornyeckmne ans KopHesbix kaHanos ORODEKA PLEX:

1 VIHCTpYMeHT CTOMaTOoNorM4ecknin Ans kopHesbix KaHanoB ORODEKA PLEX, pa3wvep PO,
AnvHa 19, 4 wWT. B yNakoBKe.

2. IHCTpyMeHT cToMaTonornyeckunii ans KopHesbix KaHanoB ORODEKA PLEX, pasmep VI,
ANVHa 21, 4 WT. B yNakoBKe.

3. IHCTpyMeHT cToMaTonornyeckmin ans KopHesbix kaHanos ORODEKA PLEX, pasmep VI,
ANnHa 25, 4 LWT. B YNaKOBKe.

4. VIHCTPYMEHT CTOMATO/MOrMYeCKnin Ans KopHeBbIX KaHanos ORODEKA PLEX, pasmep VI,
[LNHa 28, 4 WT. B YNakKoBKe.

5. IHCTPYMEHT CTOMATONOrMYecKnin ans KopHeBbiX kaHanoB ORODEKA PLEX, pa3wvep VI,
AnnHa 31,4 WT. B yNakoBKe.

6. VIHCTPYMEHT CTOMAaTO/I0rM4ecKnii Ans KopHeBbiX KaHanosB ORODEKA PLEX, pa3vep V2,
[NnHa 21, 4 WT. B yNakKoBKe.

7. VIHCTPYMEHT CTOMaTONOrMYecKmnin Ana KopHesbiX kaHanosB ORODEKA PLEX, pa3vep V2,
[0NVHA 25, 4 LWT. B YNaKOBKE.

8. VIHCTPYMEHT CTOMAaTONOrMyecKnin ans KopHesbix KaHanos ORODEKA PLEX, pasmep V2,
[NnHa 28, 4 WT. B yNaKoBKe.
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9. UnctpyMenT cTroMaTonormdeckuit Juia koprepsix kananos ORODEKA PLEX, paiMep V2,
mHa 31, 4 nrr. 8 ynakoBke.

10. UrcTpyMenT cToMaTonormaeckuit ana kopaepbix kananos ORODEKA PLEX, pasmep V3,
nuHa 21, 4 1T, B YIAKOBKE.

11. MuctpyMeHT cToMaTolornaeckuil wia kopaessix kananos ORODEKA PLEX, pasmep V3,
MHAa 25, 4 miT. B YNAKOBKE.

12. UncTpymenT croMaTonorsueckuit aus kopiennix kananos OROCDEKA PLEX, paimep V3,
AnuHa 28, 4 10T, B YIAaKOBKe, '
13. UHcTpyMeEHT cTOMaTONIOrHYecKui i kopHebhx kanaoe ORODEKA PLEX, pasmep V3,
annHa 31, 4 wIT. B ynakoBke.

14. UHcTpyMeHT cToMaTonorudeckuit ana kopuesbix xananos ORODEKA PLEX, paimep V4,
JUTHHA 21, 4 LIT. B YyDAKOBKE,

15. UnctpymenT cromaronorddeckuit s koprensix kananos ORODEKA PLEX, pasmep V4,
AnuHa 25, 4 mT. B ynakoBKe.

16. UnctpymenT cromMaronorugeckuit m kopuebhix kauano ORODEKA PLEX, pasmep V4,
IIHA 28, 4 WT. B YIIAKOBKE.

17. HucTpyMenT cToMaTonoruyeckuit ana xopHepbix kaHanos ORODEKA PLEX, pasmep V4,
anuka 31, 4 T, B ynakoske.

18. UncTpymMenT cTroMaTonoruyecknii uis kopuenhix kananos ORODEKA PLEX, pasmep V5,
JinHa 21, 4 mIT. B ynakoBke.

19. UucrpymenT croMatonorryeckuii Juia kopreBhix kaHanos ORODEKA PLEX, paamep V5,
A 25, 4 10T, B yIIaKOBKe.

20. UuctpymenT croMarojioradeckuif s xoprenbix kananos ORODEKA PLEX, pasmep V3,
IIKHa 28, 4 10T, B yHaKOBKE.

21, HucTpymMent cromMaronoruyeckit sy xopHepbix kananos ORODEKA PLEX, paimep V5,
JAnHHa 31, 4 1IT. B YIIAKOBKE,

22. HucTpyMenT cromaTonornyeckuii s kopterbix kananos ORODEKA PLEX, paimep V6,
Jumsa 21, 4 1T, B YNAKOBKE.

23. UHCcTpyMeHT cToMaTonorndeckuit unst kopessix kaHanos ORODEKA PLEX, pasmep V6,
mmHa 25, 4 IIT. B yIAKOBKe. )

24. UnctpyMeHT cToMaTonorHyeckuit s kopresrix kananos ORODEKA PLEX, pasmep V6,
AnuHa 28, 4 wIT. B YNAKOBKeE,

25. MHCcTpYMeHT cTOMAaTONOrHyeckuii i KopHerbix kKananoB ORODEKA PLEXpaimep V6,
IMHA 31, 4 IIT. B yMakoBke.

26. UncTpymenT croMaTonorudeckult ans kopHeshix kananos ORODEKA PLEX, pasmep V8,
inHa 21, 4 T, B yIaKoBKe.

27. AucTpymeHT cTOMaTonorudeckut ana kopxesnix kananos ORODEKA PLEX, paimep V8,
ZmuHa 25, 4 WIT. B ynaKoBKe.

28. UncTpyMeRT croMaTonoruieckuit s kopHennix ka#anos ORODEKA PLEX, pasmep V8§,
AmuHa 28, 4 10T, B YIIaKOBKe.

29. UucrpyMeHT cToMaTomorudecknit s xopressix kananos ORODEKA PLEX, pasmep V8,
AmaHa 31, 4 T, B YOAKOBKe. )

30. MucTpyMeHT cToMaronorndecknil s kopHepbhix xananos ORODEKA PLEX, pasmep B1,
AnuHa 21, 4 T, B ynakoske.

31. UucTpyM™MeHT cToMaToornyeckuit um kopHeBbix kananos ORODEKA PLEX, paimep Bi,
JUTHHA 25, 4 1UT. B YIAKOBKE.

32, UncTpyMeHT cToMaronoradeckuit Juisn kopresbix Kananos ORODEKA PLEX, pasmep Bl,
JnnHa 28, 4 T, B yIAaKOBKE.

33. UnctpyMeHT croMaronoruiecknit ana koprensix kananos ORODEKA PLEX, pasmep Bl,
AnuHa 31, 4 T, B ynakoBke.

34. UncTpyMeHT croMaTonornyeckuit ans koprenhix kanaioB ORODEKA PLEX, pauep B2,
anuHa 21, 4 T, B YNaKoBKe.
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35. VIHCTpYMEHT CTOMaTONOrMYeCKnin Ansi KopHeBbIX KaHanoB ORODEKA PLEX, pa3vep B2,
[NnHa 25, 4 WT. B yNaKoBKe.
36. VIHCTpyMeHT CTOMaTONorMYeckuii ans KopHesbix KaHanoB ORODEKA PLEX, pasmvep B2,
[NnHa 28, 4 LWIT. B YNaKOBKe.
37. VIHCTPYMEHT CTOMATONOrMYeCcKiA ansi KopHeBbIX KaHanoB ORODEKA PLEX, pasmep B2,
AnnHa 31,4 WT. B YNaKOBKe.
38. VIHCTpYMEHT CTOMAaTONOrMYeCKnin Ansi KOpHeBbIX KaHanoB ORODEKA PLEX, pa3vep B4,
ANnHa 21,4 WT. B yNakoBKe.
39. VIHCTpYMEHT CTOMAaTONOrMYeCKnin Ansi KOpHeBbIX KaHanos ORODEKA PLEX, pa3vep B4,
ANNHA 25, 4 WIT. B YNaKOBKe.
40. VIHCTPYMEHT CTOMAaTO/I0rMyecknii ans KopHeebix KaHanoB ORODEKA PLEX, pasvep B4,
ANMHA 28, 4 WT. B YNaKoBKe.
41. VIHCTPYMEHT CTOMAaTO/OrMYecKnin Ans KopHeBbix kaHanoB ORODEKA PLEX, pasmvep B4,
AnnHa 31,4 WT. B yNakoBKe.

SKcnnyaTaLUMoHHas AOKYMeHTaLms:
- IHCTPYKLIMS MO MUCMO/b30BaHMUIO.

14) Cneunpumkauma matepuasnos

Ne HaummeHoBaHMe MaTepuan TexHUYecKUi ctaHgapT
yacTu

1 CrepxeHb Hepxasetollasa ctanb SUS 304H ISO 5832-1

2 Pabouwnii anemeHT HuKeNb-TUTaHOBbIA MeTanIMyYecKuin cnnas ASTM F2063-12

3 OrpaHuuutens CunnkoHoBas pesnHa Caned 704520203
(He KOHTaKTupyeT ¢
OpraHM3mMom

15) YnakoBKa U MapKUpoBKa
HanmeHoBaHue ToBapa: IHCTPYMeHTbl CTOMAaTO/IoOrnyeckme ans KopHeebix kaHaToB ORODEKA

PLEX
Ns HaumeHoBaHue BmecTutenbHocTb Cneyundukauns ynakoskun pumedaHus
yrnakoBKHU
AnvHa LWwupnHa BelicoTa
(Mm)  (Mm) (Mm)
1  Bbnauctep 4wt 85 65 4 CornacHo
TpeboBaHUAM
2 Awnk ans 40 wT (10 6nnTepoB) 95 75 45 KMEHTOB
rpaHcnoptmposku 1
3 Sk ans 4000 wT (100 sAwwmkos . 480 235 310
FPaHCMOPTUPOBKN 2 AN TPaHCMOPTMPOBKY 1)
1 bnuctep

Matepvan: MeauumHCKas nieHka u3 nonuatuneHtepedranara N3ITP, mapka MNH, anga
Npon3BOACTBa NJIEHOK, TonwmHa =0,2 mm MpomnssoanTens «Jining Langxinda Ltd.»
MakeT MapKUpOBKM 6nmnctepa
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<Q ORODSKA Q5 Corsult initructions for ute CE

0197

TAPER-SIZED INSTRUMENTS taper oan.10mm

Taper-sized instruments
Taper

Consult instruckions for
Speed

PRM

TORQUE

PACKAGE

PCS

DENTAL ROOT CANAtINSTRUMENTS

PO 015 08 TORQUE:3,5N.CM SPEED: 400RPM m
L/N: DK 90019800.100
PACKAGE;4PCS

Jining Orodeka Medical Equipment CO.Ltd
West 15 Floor. Xinchengte”en East Building BelHu Oletrict, kilning ShanOong, China
Tel/lFax; +39 328 182 9323

Orodeka Sri m SS ear
Via Fratelli Rosselli, 12 50063 Figline e Incisa Valdarno(Fl) ITALY :D

Email: Info@orodeka.eom n % .
Web: www.orodeka.com \ [QQA|5>

VHCTPYMEHTbI KOHYCHOW (hopMbl
KoHyc
use O6paTuTech K MHCTPYKLMM MO UCMO/Ib30BaHNIO
CkopocTb
O60pOTOB B MUHYTY
KpyTAawmnii MOMeHT
YnakoBka
LTyk

MakeT MapKUPOBKM Ha PyCCKOM $3blKe

VIHCTpYMEHTbI CTOMAaToN0rnyeckme ans KopHeebix KaHanos ORODEKA PLEX

MpownsBoacTBa

IxnHuHr Opogeka Meaukan 9kyunmeHT Ko., J1Ta (lining Orodeka Medical Equipment), Kutait

PY Ne

CM.yLWKOBKY

YNONHOMOYEHHbIN NpeacTaBuTeNb B PO:

MM MywTapeeB Alipat Jlyucosuny, 450105, Poccus, pecnybnuka bawkopTtocTaH, r. ¥Yda, yn. bassuTta
Bukb6as, gom 23, kopnyc 2, k8. 113

2. AWnK gna TpaHCNopTMpoBKK 1
Martepuan: 6enblin kKapToH 400r, oceTHasi neyatsb, TonwwmHok =0,5 Mm MpounsBoanTenb

«Jining Kongjinggan

Ltd.»
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OPOOEKA Tonbko anis
cTomaronormye
CKUX Lieneit
Crepunnsosatb
napom npu
TemnepaType
134 ®C6 MUHYT
MJIEKC

VHCTPYMEHTbLI KOHYCHOW
®OPMbI

(10 6nmcTepos)

YacTHas KOMMNaHWsi C OrpaHNYeHHO
OTBETCTBEHHOCTbHIO

IxvHnHr Opogeka Mefukan
SKYUNMeHT

3anafHoe Kpbino, 15 atax,
BOCTOYHOE 3aHne YnHxeH(asxaH,
r. LWaHbayH, Kutail.

OPOJEKA

Canr:
WWW.ORODEK
ACOM
Ten./dakc: 0086
537 2522017

MNIEKC

OPOJAEKA Tonbko gna
cToMartonornye
CKUX Lenei
Crepunnsosatb
napom npwu
TemnepaType
134 °C 6 MUHYT
MNEKC

WHCTPYMEHTbI KOHYCHOW
OOPMBbI

(10 6nmcTepos)

UacTHas kOMNaHWs ¢ orpaHn4eHHoN
OTBETCTBEHHOCTbLIO

OxunHnHr Opogeka Meamkan
SKyWNNMeHT

3anagHoe Kpbuio, 15 atax.
BOCTOYHOE 3AaHue YnHxeHdasxaH,
r. WaHbayH, Kutaii.

OPOJEKA

Caitt: WWW.ORODHKA.COM

Ten./®akc: 0086 537 2522017

Mogenb:

MapknpoBka
EBponeiickoro”
ABTOpPW30BaHHOIO
Mpencrasutens

OPOJEKA CP/1

Bwva ®parennu
Poccennn 12, 50063
durnmHe e NHeuca
BanbgapHo
(PnopeHums),
UTANINA

MepeBog MapK1pPOBKM

3. AWmK Ansa TpaHCNOPTUPOBKK 2

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



ORODGhI4/N

1- pnnHa,

2- LUINpUHa,

3- BbICOTA.

Pa3mepbl, CM. TabnnLy BbilLe

MaTtepuan: cemuUconHbIA ropupoBaHHbI KapToH A-B, odceTHas neyvatb, TOMLLMHA=8 MM,
npounssoanTesb «Jining kongjinggan Ltd.»

PacwmngpoBKa rpagmyecKMx CMMBOMOB M HaANUCEN, MPUMEHSIEMbIX NP MapKNPOBKe
MeAMNLMHCKOro n3aenuns
OnwucaHune Cunmson

1 ToBapHbIli 3HaK

ORODGHA

Mpown3soguTens

w 1
IY\nl”

(Manufactured Date)
YNOMHOMOYEHHbIN NPescTaBuTeNb B EC REP
BeponelickoM coobLiectse

Cpok rogHoctu

[ata n3rotoeneHus

VIHCTpPYMEHT C XBOCTOBMKOM A/111 YI/10BOr0 TO-
HaKOHEYHUKa
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14

HwnKenb-TUTaHOBBIN Crnas

CTepunmsaums aBTOK/aBOM Npy TemnepaTtype

nre

3Hak cooTBeTCTBUA TpeboBaHMsM EC

OcTopoXHO! Xpynkoe

bepeyb oT Bnarn

Bepx

He cTepunbHO

KomnaHus Opogeka (COBMECTHOE KUTaCKO-
UTaNbsHCKOe NPeAnpusTre)
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MepeyeHb NPYMEHSEMbIX HOPMATUBHbIX JOKYMEHTOB
MpuMeHsieMble CTaHAAPTbI:

Kog talina
ENISO 15223-1:2016

EN 1041:2016

pO 3630-1: 2008

180 3630-2:2013
ENISO 10993.1 : 2009

EN ISO 10993.5 : 2010

ENISO 10993.10 : 2010

EN ISO 14971:2012
EN 62366-1:2015

ENISO 1797-1:2017

HasBaHue (aiina

N3penua meguunHckne, CUMBO/bI, NPUMEHSEMbIe Npu
MapKMpPOBaHUM Ha MeAULUHCKNX U3LeNNAX, STUKETKAX U B
COMPOBOAUTENbHOW AOKYMeHTauuun. Yactb 1. O6uimne Tpe6oBaHus
(1SO 15223-1:2016, NcnpaBneHHas Bepcus 2017-03)
VHdpopmayma npegocTaBneHHas NpoM3BOANTENEM U3AENNIA
MeULNHCKOro Ha3HauyeHus.

CromaToniornd. MHCTPYMEHTbLI CTOMaTO/IOrM4ecKune ans
06paboTKKN KaHana KopHAa 3yba. YacTb 1. OCHOBHbIe TpeboBaHUS ”
METOAbl UCMbITAHUS.

CromaTonorus. SHA0A0HTUYECKNE NHCTPYMEHTHI. YacTb 2.
KaHanopacwuputenu.

M3penna meguumnHckune. OueHka 6M0N0rnMYeckoro aecTens
MeANUNHCKUX n3genuii. Yacte 1. OueHKa 1 uccnegoBaHus.
WN3penna meguumnHckune. OueHka 6M0N0rMYeckoro gecTens
MeANUNHCKUX n3genuii. YacTtb 5. ViccnegoBaHus Ha
UMTOTOKCMYHOCTb: METOAbI in Vitro.

N3penns megmumHckne. OLeHka 6M0N0rMYeckoro geicTens
MeAuLMHCKNX n3genmin. Yacte 10. ViccnefoBaHus pasgpaxaroLero
N CEHCUMOBUNN3NPYIOLLLETO LeCTBUS.

MpumeHeHne MeHegXXMeHTa pUCKa K MeAULNHCKUM U3LEeNNaM.
M3pgenua megmunHckne. Yacte 1 MNpoekTupoBaHMe MeAULMHCKNX
n3genuii ¢ yyeTom aKCnayaTalMOHHOW NPUTO4HOCTHN.
CTtomaTonorus. XBOCTOBMKU ANA BpalLalLWwmxcs 1 BU6paLNOHHbIX
WHCTPYMEHTOB. YacTb 1. XBOCTOBUKN U3 METasNa.

17) YcnoBusi XpaHeHUs, TPAHCMOPTUPOBAHUS U 9KCMyaTaHUM.

1'paHCroOpPTUPOBaHME OCYLLIECTB/ISETCS B CNEAYHOLLMX YCNOBUSX:

- TemnepaTtypa -50°C go +50°C

- BNa)XKHOCTb He 6onee 80%

SKcnnyaTaums ocyLIecTBSETCA NPYM KOMHATHOM TemnepaType B CNeayoLIMX YCIOBUSX:

- Temnepatypa ot +10RC go +40°C

BnaxHocTb He 6onee 80%

18) CpoK rogHocCTH

Cpok rogHocTtu npogykra: 5 net

["apaHTWUIMHBIA CPOK rOAHOCTU: 5 neT

19) YTunusayms
3pennsa yTunmnsnpyroTca B COOTBETCTBUN C YCTAHOBNEHHbIM 3aKOHOAATe/lbCTBOM -HOPMaMM.

- VI30enns, MeBLUIVE KOHTAKT C KPOBbLIO U/WNW APYTMU BUOMOTMYECKUMI YKULKOCTAMU
NauyeHTOB, NOANEXAT YTUIN3aLUM U YHUUTOXXEHUIO B COOTBETCTBUM C TPEOOBAHMAMN K
06paLleHnIo ¢ MeAMLMHCKUMY 0TX04aMW, YCTaHOB/EHHbIMW 3aKOHOAATe/IbCTBOM POCCUMICKOM
defepaunn no Knaccy b.

- Hencnonb3oBaHHble M3aeNUs, U3AENNS C NOBPEXAEHHON YNAKOBKOW, B T.4. C UCTEKLIUM
CPOKOM FOAHOCTU (He MMEBLLIME KOHTAKTA C B1OMOrMYECK MU XXINAKOCTAMU NaLMEHTOB)
[O/MKHbI ObITb YTUNN3MPOBaHLI B COOTBETCTBUM C MOPSAKOM YTUIN3ALMN TBEPAbIX ObITOBbIX
0TX0/0B, YCTaHOB/EHHbIM 3aKOHOAATENLCTBOM Poccuiickoii deaepauum no Knaccy A
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IlepeBon ¢ aHrAMNCKOro ¥ KHTAKCKOrO A3BIKOB Ha pYCCKHiA A3bIK

/MiTpax-xon/

~ 210224652-006 6/8 8
Poccus EDC
08.10.2021 062

YIOCTOBEPEHME
MOJIMHHOCTH

KuTalckuit KOMUTET CONCHCTBHS PA3BUTHIO
BHemHei Topropau (CCPIT)

Kuratickuii xoMuTeT coelicCTBUA pa3BUTHIO BHEIlIHEH TOProBild ABIAETCA
[Nanaroii MexxaynapoaHo# Toprosim Kuras
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Kuratickuli koMHTeT cofeiicTBAA pasBHTHIO BHEIIHeH TOProBIu
IManara MexayHrapoaHo# Toprosiu Kuras

/lITamn: Kutatickutt komuTeT coacicTBHA
Pa3sBHTHIO MexAyHapoaHoit Toprosnu CCPIT/

00698226

-

Yaocrosepenne noANHHHOCTH

/QR-koan/
Homep: 211100B0/058417

HacrosnmM noarsepxaaerca, 4To nedats komnanuu JDKUHUHT OPOJIEKA
MEJIUKAN 3KYUIIMEHT KO., JIT/] (JINING ORODEKA MEDICAL EQUIPMENT CO.,

LTD) Ha npunaraemoM JIOKYMEHTE aBngercsa moanuHHoOM.

/®parMenT nevamd: Kuralickuit koMurer coaefcTaua

pasBuTHIO MexAyHRapoasol Toprosnu (CCPIT),
YAOCTOBEPERAE NOJUTHHHOCTH, CITEMHANBHAS 11e9aTh A
YHROCTOBEPEHHS KOMMEPICCKAX NOKYMEHTOB /

[TucHenas mevars: Kuratickuit koMuter coaeicTus paanufmo MeXAYHApPOAHOM
toprosiH (CCPIT), yaocTopepeHue NOAMHHEOCTH, CNIeHHaNnbHAA IeYaTh A
YAOCTOBEPEHHA KOMMEpPUECKHX JOKYMEHTOB /

KaTaifickrii KOMHTeT coaelicTBUA PAIBHTHIO

BHEIIHE#H TOProBJIH

/Tlevars: Kuratickult koMurer cogelicTera pasRUTUIO
MexayHapoaHoii Toprorm (CCPIT), yaocroBepeHue
NOJUTMHROCTH, CHICNMANEHAA NEUATh VIS YAOCTOBEPCHUS
KOMMEpPUECKHX JOKYMEHTOB /

[Tognack ynoMHOMO4YEHHOro IANA: /NOANHCH/
Yen 5o (Chen Yao)

Hara: 09 cenrabps 2021 r.
BeG-caiit Ana npoBepK YAOCTOBEPEHNA NOmHHOCTH: Atip:/fwww. rzccpit. com/validate.html
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«YTBEPXOAHRO»
IPKVHAHT OPOAEKA MEOVKA SKYUIIMEHT KO, JTTA
(JINING ORODEKA MEDICAL EQUIPMENT CO., LTD)

AunpekTop/ AnpekTop

(LO/MHKHOCTD)

TbaAH Xyn ®aHr (Hui Fans Tian)
(nms)

noanuch
(nognucek)

MM,

LLramn: [IKAHAHT OPOOEKA MEAOVKAN SKYUINMEHT KO, JTTA,
(JINING ORODEKA MEDICAL EQUIPMENT CO,, LTD)

NHCTPYKLUMS NO UCMO/b30BaHWUIO
NHCTPYMEHTbI CTOMATO/IOMMYECKNE 111 KOPHEBbIX KaHa/10B
npon3Bo/CTBa
OKVNHUHT OPOOEKA MEOVKAN SKYWUTNMEHT KO., N1TA, KUTAN

(JINING ORODEKA MEDICAL EQUIPMENT CO., LTD, CHINA)

3anagHbin aTax 15, BocTouHbI Kopnyc CUHYeHr(auxaH, paoH belixy, A3VHUHT
LLlaHgoHT, KnTai

/®parMeHT nevatn: KNTancknin KOMMTET COAENCTBUS Pa3BUTUIO MeXAYHapOAHOM

Toproenu (CCPIT), yaocTOBEpEHMe NOANMHHOCTY, CneluanbHas nevatb Ans
Y0CTOBEPEHNSI KOMMEPUYECKUX JOKYMEHTOB /

Bepcusa 1.2

2021 .
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YpoctoBepeHue nognHHocTH Ne 210224652-006

HacToawwmm noaTeepXaaeTcs, 4To neyvatb Kutainckoro kommTeTta IQR-kopg/
COAENCTBUA Pa3BMTUIO MexayHapoaHoi Toprosan (CCPIT) ans yaocToBepeHus
MOAJ/IMHHOCTN KOMMEPYECKUX JOKYMEHTOB M NOANUCH YMOSHOMOYEHHOIO LA
(YeH H0) Ha NPUNOXKEHHOM BblLLE JOKYMEHTE BEPHbI.

MWHUCTEPCTBO MHOCTPaHHbIX Aen KuTarickol HapogHoii Pecrny6imku

COBETHVK KOHCY/IbCKOrO ienapTameHTa
LLlecTHaaLaTOe CEHTAOPA ABE ThiCsUM ABaALaTh nepBoro roga  /Moanuck/

/WTpux-Kop: 01882226/

/MeyvaTb: KoHCcynbCKMil genaptaMeHT MyHUCTEPCTBa MHOCTPaHHbIX Aen KHP/

[MepeBof BbIMOMHWMIA NEPEBOAUNK
BonognHa Banepua PomaHOBHa
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Poccuitckas deaepauus
["opog Mocksa
LLlecTHaguaToro Hos6ps ABe ThiCAYM ABajLaTb NMepBOro roga

A, MoHuapoBa EkaTtepuHa BnagymupoBHa, HOTapuyc x~“ga MpcksucBupeTtens(|
NOA/IMHHOCTL MOANUCK NepeBogumka BonogunHoi BanepumdK»ANX|pBHIAN

Moanwuck caenaHa B MOeM MPUCYTCTBUN.

JInyHoCTb NoANMCaBLLETO AOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe 3a No77/2195-H/77202

YnnayeHo 3a COBepLUEHME HOTapuasibHOro ,ﬂ,eVICTBVIﬂZ

E.B. 'oHuapoBa

[MpoLwHYypoBaHO, MPOHYMepPOoBaHO U
CKpereHo neyatbto 24 (ABafuatb YeTbipe) mcTa.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



